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Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 
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applicability; citations and explanations supporting such statement ™ 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 
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Box No. 1 Basis of the opinion 



1 With regard to the language, this opinion has been established on the basis of the international application in 
the language in which it was filed, unless otherwise indicated under this item. 

□ This opinion has been established on the basis of a translation from the original tonOuaMlnto ^following 
language , which is the language of a translation furnished for the purposes of international search 
(under Rules 12.3 and 23.1(b)). 
2. With regard to any nucleotide and/or amino acid sequence disclosed ir i the 'international application and 
necessary to the claimed invention, this opinion has been established on the basis of. 

a. type of material: 

B a sequence listing 

(SI table(s) related to the sequence listing 

b. format of material: 

S in written format 

EI in computer readable form 

c. time of filing/furnishing: 

Si contained in the international application as filed. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority for the purposes of search. 

3 □ In addition In the case that more than one version or copy of a sequence listing an^ 

has been f led or furnished, the required statements that the information in .the ^M5«q%S?2 
copies is identical to that in the application as filed or does not go beyond the application as filed, as 
appropriate, were furnished. 

4. Additional comments: 
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Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non 
obvious), or to be industrially applicable have not been examined in respect of : 

□ the entire international application, 

SI claims Nos. 9 



Si the said international application, or the said claims Nos. 1-7 and 9 with regard to industrial applicability 
relate to the following subject matter which does not require an international preliminary examination 



see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so 
unclear that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

H no international search report has been established for the whole application or for said claims Nos. 

□ the nucleotide and/or amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instructions in that: 

the written form □ has not been furnished 

□ does not comply with the standard 

the computer readable form □ has not been furnished 



□ the tables related to the nucleotide and/br amino acid sequence listing, if in computer readable form only, do 
not comply with the technical requirements provided for in Annex C-b/s of the Administrative Instructions. 

□ See separate sheet for further details 



because: 



(specify): 



□ 



does not comply with the standard 
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Box No. V Reasoned statement under Rule 436/s.l (a)(1) with regard to novelty, Inventive step or 
industrial applicability; citations and explanations supporting such statement 

1. Statement 
Novelty (N) 

Inventive step (IS) 

Industrial applicability (IA) 

2. Citations and explanations 
see separate sheet 



Yes: Claims 1-14 

No: Claims 

Yes: Claims 

No: Claims 1-14 

Yes: Claims 1-8,10-14 

No: Claims 
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Re Item III 

Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

1 . Claims 1 -7 and 9 relate to subject-matter considered by this Authority to be covered 
by the provisions of Rule 67.1 (iv) PCT. Consequently, no opinion will be formulated 
with respect to the industrial applicability of the subject-matter of these claims (Article 
34(4)(a)(l) PCT). 



Re Item V 

Reasoned statement with regard to novelty, Inventive step or industrial applicability; 
citations and explanations supporting such statement 

1 . For the assessment of present claims 1 -7 and 9 on the question whether it is 
industrially applicable, no unified criteria exist in the PCT Contracting States. The 
patentability can also be dependent upon the formulation of the claims. The EPO, for 
example, does not recognize as industrially applicable the subject-matter of claims to 
the use of a compound in medical treatment, but may allow, however, claims to a 
known compound for first use in medical treatment and the use of such a compound 
for the manufacture of a medicament for 'a new medical treatment 



2. Document D1 (WO-A-03/24393), which is considered to represent the most relevant 
state of the art, discloses (e.g. claims t or 1 1 ) a method of making an autologous T- 
cell vaccine for the treatment of multiple sclerosis from which the subject-matter of 
independent claim 1 differs in that the population of CD4 + T-cells is reduced. 

2.1 The technical effect associated with this difference is an enrichment of the population 
of peripheral blood mononuclear cells for CD8 + T-cells (page 3, lines 13-14 of the 
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description). 

2.2 The problem to be solved by the present invention may therefore be regarded as the 
provision of a method of making an autologous T-cell vaccine for the treatment of 
multiple sclerosis, which vaccine is enriched for CD8 + T-cells. 

2.3 At the date of the claimed priority, it was however well known that beside autoreactive 
CD4 + T-cells, autoreactive CDS* T-cells also played an important pathogenic role in 
multiple sclerosis, see for instance D2 (Journal of Experimental Medicine, 2001, 
194(5):F27-F30), D3 (Journal of Experimental Medicine, 2001, 194(5):669-676), D4 
(Journal of Immunology, 2001, 166:7579-7587), D5 (Proceedings of the National 
Academy of Sciences USA, 1994, 91:10859-10863) or D6 (Journal of Experimental 
Medicine, 1991, 173:19-24). It is therefore considered that the skilled person would 
have considered to enrich T-cell vaccines for this population, for instance by reducing 
the CD4 + T-cells. 

The subject-matter of independent claim 1 is therefore not considered to be inventive 
in the sense of Articles 33(3) PCT. 

2.4 In view of the teachings of the prior art documents at hand, the additional features of 
dependent claims 2-7 appear to be standard in the art. Dependent claims 2-7 do 
hence not appear to contain any features which, in combination with the features of 
any claim to which they refer, meet the requirements of the PCT in respect of 
inventive step (Article 33(3) PCT). 



3. The above argumentation also applies, mutatis mutandis, for the vaccine obtained by 
the methods of claims 1-7, for a method of treatment using said vaccine, or for any 
vaccine comprise an enriched population of CD8 + T-cells reactive to a MS antigen. 
The subject-matter of independent claims 8-10, and of dependent claims 1 1-14 is 
therefore not considered to be inventive In the sense of Articles 33(3) PCT. 



Additional comments 
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4. Although claims 10 and 8 have been drafted as separate independent claims, they 
appear to relate effectively to the same subject-matter and to differ from each other 
only with regard to the definition of the subject-matter for which protection is sought 
and/or in respect of the terminology used for the features of that subject-matter. The 
aforementioned claims therefore lack conciseness and as such do not meet the 
requirements of Article 6 PCT. 

4.1 Dependent claims 4 and 14 refer to antigens comprising amino acids 83-99 or 151- 
170 of MBP. These ranges are however not mentioned in the description. The 
subject-matter of claims 4 and 14 is hence not fully supported by the description 
(Article 6 PCT). 
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